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MSC Release Checklist   FORM172

MSC RELEASE CHECKLIST
	Product Label:


	

	Criteria:
	If answer is  No, record reason in the Comments section following

	Donor Assessment
· Donor Questionnaire FORM70 completed and on file

· Donor Consent completed and on file
· Mandatory serology & NAT conducted by TGA-licensed lab and negative for all mandatory tests. Reports reviewed and on file  
	( Yes
   ( No
( Yes
   ( No
( Yes
   ( No

	Bone Marrow Collection:
· Formal request completed and on file

· Bone Marrow Aspirate Form FORM123 completed and on file
· Label Reconciliation FORM58 for bone marrow aspirate complete and on file
	( Yes
   ( No
( Yes
   ( No
( Yes
   ( No

	Receipt
· Receipt Form FORM50 completed and on file
· Product acceptable for processing

· Transport temperature & storage requirements met

· For collections performed outside of (Insert collection centre name): data-logger temperature graph reviewed and on file 
	( Yes
   ( No
( Yes
   ( No
( Yes
   ( No
( Yes
   ( No ( NA


	Processing

P0 – Culture Preparation & Initial Seeding 
· MSC Processing FORM43 completed and on file

· TNC Recovery post density gradient centrifugation/ MSC enrichment adequate for initial seeding
· Expansion Record FORM44 completed and on file 

· Harvest FORM45 completed and on file 
	( Yes
   ( No

( Yes
   ( No 

( Yes
   ( No 

( Yes
   ( No 

	P1 - Cell Expansion 
· Expansion Record FORM44 completed and on file 

· Harvest FORM45 completed and on file 

· No growth recorded for microbial contamination testing 
· Cell growth adequate: fold increase ≥2
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No 

( Yes
   ( No 

	P2 – Cell Expansion & Cryopreservation
· Expansion Record FORM44 completed and on file 

· Harvest FORM45 completed and on file 

· Graph of controlled rate freeze reviewed and on file. Freeze criteria met

· No growth recorded for microbial contamination testing 
· Label Reconciliation FORM58 for cryopreserved products complete and on file

· Cell growth adequate: fold increase ≥2
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No 
( Yes
   ( No 

( Yes
   ( No 
( Yes
   ( No

	Product Label:



	AUTHORISATION FOR FURTHER PROCESSING TO CONTINUE

	Authorised by:
	
	Date:
	

	Criteria:
	If answer is  No, record reason in the Comments section following

	P3 – Cell Expansion & Cryopreservation    PN: ____________________________
· Expansion Record FORM44 completed and on file 

· Harvest FORM45 completed and on file 

· Graph of controlled rate freeze reviewed and on file. Freeze criteria met

· No growth recorded for microbial contamination testing 
· Label Reconciliation FORM58 for cryopreserved products complete and on file

· Cell growth adequate: fold increase ≥2
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No 

( Yes
   ( No 

( Yes
   ( No 

( Yes
   ( No 

	P4 – Cell Expansion                                       PN: ____________________________
· Expansion Record FORM44 completed and on file 

· Harvest FORM45 completed and on file 

· Cell growth adequate: fold increase ≥2 
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No 

	P5 – Cell Expansion & Cryopreservation
· Expansion Record FORM44 completed and on file 

· Harvest FORM45 completed and on file 

· Graph of controlled rate freeze reviewed and on file. Freeze criteria met

· Label Reconciliation FORM58 for cryopreserved products complete and on file

· Cell growth adequate: 
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No 

( Yes
   ( No 

( Yes
   ( No 

	Labelling 

· Product labels contain unique identifier and content as per Labelling DOC64

· Processing sample labels contain unique identifier and content as per Labelling.
· (Insert name of accreditation e.g. TGA, NATA) labelling requirements met.
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No

	Storage

· Vapour phase/low temperature nitrogen (below -150oC)
	( Yes
   ( No

	Microbial Contamination Testing:

· All Samples tested by a (Insert accreditation name e.g. TGA) licensed laboratory. 

· Final sample results record no growth
	( Yes
   ( No

( Yes
   ( No

	Endotoxin Testing

· All samples tested by a TGA licensed laboratory.

· Endotoxin testing performed on final product < 5EU/mL & report on file.
	( Yes
   ( No
( Yes
   ( No

	Mycoplasma Testing

· All samples tested by a (Insert accreditation name e.g. TGA)  licensed laboratory.
· No mycoplasma detected in final product & report on file.
	( Yes
   ( No
( Yes
   ( No

	Product Label:


	

	Criteria continued:
	If answer is  No, record reason in the Comments section following

	Phenotype

· MSC Flow Cytometry FORM125

· CD73, CD90, CD105 expression  ≥ 90%
· Combined CD34, CD45, CD11b, CD19 & HLA-DR expression <5%
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No

	Viability

· Vi-cell viability ≥ 70%
	( Yes
   ( No

	Cytogenetic Testing

· No chromosomal abnormality detected from in-process samples
	( Yes
   ( No

	Differentiation Testing

· MSC Differentiation FORM140 completed and on file

· Osteogenic differentiation  capacity demonstrated

· Adipogenic differentiation  capacity demonstrated

· Chondrogenic differentiation  capacity demonstrated
	( Yes
   ( No

( Yes
   ( No

( Yes
   ( No

( Yes
   ( No


Comments:   

	


Reviewed by: 


( Facility Director             ( Scientist in Charge            ( Medical Director 
Signature: ________________________


Date Review Conducted: _______________

Quality approval:   ( Quality Manager    ( Quality Coordinator   ( Quality Officer  
Signature: ________________________


Date Review Conducted: _______________

Author: (Insert author’s name)
Revision: (Insert revision number)
Owner: (Insert document owner’s name)
Page 2 of 3 Updated Sept 2019
Active Date: (Insert active date)

